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Antitrust and Patent Law Analysis of Pharmaceutical Reverse Payment Settlements
Herbert Hovenkamp * So-called "reverse" payments occur when a patentee and infringement defendant settle infringement litigation with an arrangement under which the patentee pays the alleged infringer to stay out of the market for the period of time covered by the settlement. 1 Terms such as "pay for delay" may be more descriptive than the term "reverse payment." 2 Suppose that a widget patentee observes incipient competition from a rival producer and files an infringement action. This lawsuit could be settled by (1) the infringement defendant's purchase of an exclusive or nonexclusive license from the patentee, followed by the defendant's production under the license; or (2) the infringement plaintiff's purchase from the defendant of a promise that the defendant abandon its entry plans. Alternative (1) brings a new rival into the market. It can bring production closer to the competitive level, depending on whether the license is price-or quantity-restricted. It can also encourage further innovation in the market by giving two companies an incentive to improve on the widget. By contrast, alternative (2) keeps the rival out of the market and induces it to drop its suit in exchange for a payment. There are competitive reasons for favoring inclusive rather than exclusive settlements. Outside the context of the Hatch-Waxman Act and pharmaceutical patent disputes, settlements of the second type are very rare.
Settlement agreements that involve a reverse payment plus the infringement defendant's abandonment of the market do not involve a license of any IP right at all. If the dispute is settled by a payment from the defendant to the plaintiff in exchange for the defendant's right to produce under the patent, the settlement is a license. Most IP settlements result in the creation of a license, and the proper scope of such licenses is a legitimate IP concern. By contrast, if the dispute is settled by the infringement plaintiff's payment to the defendant to stay out of the market, there is no license, and thus the policy of the Patent Act encouraging licensing is not invoked. This fact justifies closer scrutiny of exit payments. Potentially anticompetitive IP settlements are entitled to deference when they involve the creation of IP licenses whose scope must be assessed against competitive risks. But when no license is created, no such deference is needed. 3 For example, we would not permit parties to settle an ordinary breach of contract dispute by an agreement fixing their prices or dividing their markets. 4 To be sure, this observation does not completely settle the issue. If a patent is valid and infringed, then the infringement defendant can be excluded without the need for the payment, and the settlement merely produces that result.
In a perfectly functioning market with no transaction costs, a monopoly producer would very likely be indifferent as to producing everything itself or simply licensing another to make part of its production. The license fee would be the monopoly markup, output would remain at the monopoly level as it would in any perfect cartel agreement, and the monopolist would earn the same profits, although part of those profits would be paid as license fees rather than as markup on goods that the monopolist produced.
If all parties were completely certain that a patent was valid and infringed, a patentee could either produce all output under the patent itself, or it could license some output to a rival, earning its part of its profits as royalties rather than on sales of the patented product. 5 However, assuming zero transaction costs, a firm in that position would have no incentive whatsoever to pay another firm to stay out of the market. Given its patent, it could exclude without paying anything at all. This fact may explain why historically nearly all licensing agreements involve licenses given to the infringement defendant contemplating actual production, not exit payments. The exit payment necessarily reduces the patentee's surplus; the license reduces the surplus only if the licensee fee extracts less than the full monopoly rent from the licensee.
Transaction costs change the picture somewhat. First, if winning an infringement suit and obtaining an injunction cost $1 million, then the patentee might be willing to pay the infringement defendant up to that amount to stay out of the market, because the cost of the settlement would be lower than the cost of an injunction achieving the same result. Of course, the settlement would not resolve questions about the patent's validity or coverage while the court's judgment might, making the settlement less valuable. 6 when the patent had issued and the contract required royalty payments extending beyond the patent's term; see 10 Antitrust Law ¶1782c5 (3d ed. 2011, forthcoming). 4 For example, if A was a dominant firm and potential rival B owed A a large sum of money, the parties would not be permitted to settle their dispute with an agreement that A would forgive the debt in exchange for B's promise to stay out of the market. In such a case no IP rights are at issue and the "settlement" is a naked market-division agreement.
5 Cf. Intel Corp. v. ITC, 946 F.2d 821(Fed. Cir. 1991), where Intel owned a patent on a processor chip but hired Sanyo as its "foundry," or "subcontractor" to produce patents under its license.
6 While a court's judgment of validity and infringement would not bind non-parties, the decision could nevertheless have a significant impact on future entrants into the patentee's market.
Reverse payment settlements are almost entirely a consequence of the Hatch-Waxman Act.
7 Mainly, the Act is designed to facilitate the entry of generic drugs by providing the first generic drug maker to challenge a pioneer drug patent and enter the market with a 180 day period of exclusivity. This period applies during the pendency of the settlement even if the generic is not producing, creating a situation that only the pioneer continues to produce the drug. Under subsequent statutory amendments the generic loses the 180 day exclusivity period if it does not produce and market its generic within sventy-five days of approval of its abbreviated drug application to the FDA (ANDA) and within thirty months of its initial filing. 8 However, no other generic is entitled to the 180 day exclusivity period, so that particular incentive to enter the market with a generic equivalent is lost.
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At this writing the Circuit Courts of Appeal are in a three way split over the antitrust legality of so-called "reverse payment" settlements. The Sixth Circuit has declared them unlawful per se. 10 The Second Circuit and the Federal Circuit (applying Second Circuit law) conclude that they are legal per se provided that the patent infringement litigation leading up to the settlement was not a "sham" and the settlement does not reach beyond the scope of the patent. Eleventh Circuit would apply a rule of reason. 12 The Federal Trade Commission has consistently opposed these agreements as unlawful under Section 5 of the FTC Act. 13 The Antitrust Division has recently changed its position and now regards them as presumptively unlawful as well, or at least as subject to a truncated rule of reason inquiry. 14 Even if the pioneer drug maker's patent were absolutely invalid the parties to a Hatch-Waxman infringement suit (the pioneer and the first generic) would have a strong incentive to settle. In general the amount of the settlements exceeds the profit expectations that the generic might reasonably anticipate from its own competitive entry plus the 180 day period of exclusivity. That is to say, the settlement is a windfall to the generic. 15 If the generic enters the market and the generic and pioneer behave competitively, prices will drop much closer to production costs and the generic can anticipate a 180 day period of profits at or perhaps somewhere above the competitive level. After 180 days additional generics can enter to the extent of market demand and prices will likely fall further. By contrast, if the two firms settle, only the pioneer will produce, earning the full monopoly profits that demand for the drug warrants, and the generic will share in these profits. That is to say, the two firms will share the monopoly rather than compete with one another, and the settlement will presumably approximate the returns to a legal two-firm cartel. 16 The ban on reverse-payment settlements would reduce the incentive to challenge patents by reducing the challenger's settlement options should he be sued for infringement, and so might well be thought anticompetitive."). The HatchWaxman Act regards the generics filing of its drug application as an act of infringement. See 35 U.S.C. 271(e)(1)-(2). As a result it is very likely that the generic has not invested substantial resources in production at the time the infringement act is triggered.
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See Tamoxifen Citrate Antitrust Litig., 466 F.3d at 209, noting that if the patent is found invalid, "the total profits of the patent holder and the generic manufacturer on the drug in the competitive market will be lower than the total profits of the patent holder alone under a patentconferred monopoly." Ordinarily the two settling parties maximize profits by dividing the monopoly proceeds without affecting its size.
bears this out, with many of them reaching into the several hundreds of millions of dollars.
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This "windfall" element to the generic is a significant factor. Under the Hatch-Waxman approach neither party to the patent infringement suit has an incentive to see the suit through to completion, and this distinguishes these suits from the ordinary, noncollusive patent infringement action. As a result the degree of deference that the courts ordinarily give to settlement actions is unwarranted. The premise of this deference is that both sides have taken litigation risks into account and the settlement represents a reasonable compromise between a finding of infringement, in which the defendant takes nothing and pays damages and a finding of invalidity and noninfringement, in which the patent loses everything. In the Hatch-Waxman context, by contrast, any significant doubt about the validity of the patent creates a situation in which both parties can profit a great deal by entering into the settlement. Indeed, it is more profitable to the infringement defendant to settle than to win. If the patent has a high likelihood of being sustained and infringement found, then the pioneer can be expected to be willing to pay much less.
In the typical infringement case not involving the Hatch-Waxman Act the parties most frequently settle by an arrangement under which the infringement defendant procures a license and produces under royalty requirements during the pendency of the agreement, which typically cannot extend beyond the expiration of the patent.
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The Patent Act expressly authorizes production licenses of this sort, quite aside from settlement. 19 However, the Patent Act does not authorize exit payments or other payments by patentees to exclude rivals from its market. Further, in a conventional settlement with a production license a high license fee suggests increasing likelihood that the patent was infringed, while in the Hatch-Waxman context it suggests increased likelihood that the patent was either invalid or not infringed.
A very high percentage of the pharmaceutical patents subjected to HatchWaxman litigation are found to be invalid or not infringed when courts do reach the merits of the patent infringement suit itself. This number is as high as 73% according to one FTC Study. 20 This may seem surprising, given that pioneer pharmaceutical patents on drug molecules are typically seen as among the more robust patents that are granted. 21 However, many and perhaps most of the patents subject to Hatch-Waxman style litigation are not primary molecule patents. Rather they are subsequently issued patents on dosage variations, usage variations, or in some cases changes in the form or manufacturing process of the drug, and many of these patents are of much more dubious quality.
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In particular, given that the primary patent already exists, these variations may not pass patent laws requirements of novelty or nonobvious subject matter. rather than risk an invalidity finding. In that sense it "explains" reverse payment settlements. Second, however, assuming that the invalidity or noninfringement findings are correct, it also suggests that most of these settlements come with a very high social cost -namely, continued exclusivity protection that is not justified under the Patent Act. A reverse payment settlement does nothing to bring down the price of a pioneer's drug during its pendency. The generic is not producing at all. To the extent that any portion of the settlement payment can be regarded as a variable cost it will presumably be passed on to consumers in the form of higher, rather than lower, drug prices. That is, as a monopolist's costs rise its profit-maximizing price typically rises as well.
Theoretically, a reverse payment settlement that calls for termination and production by the generic prior to the expiration date of the litigated payment will bring competition earlier than continued exclusive production under a valid patent that the generic's contemplated production would infringe. Issued patents are presumed to be valid, 24 although there is no presumption in favor of the patentee on questions of infringement. Further, courts are extremely loathe to inquire into the merits of patent settlements even when they involve agreements that would be regarded as unlawful under the antitrust laws in the absence of a patent. 25 Nevertheless, a rule of virtual per se legality for reverse payment settlements seems quite inconsistent with Supreme Court precedent that has not hesitated to examine anticompetitive settlement agreements and occasionally find illegality when the practices condoned by the settlement agreement, such as price-fixing or concerted exclusion, are not authorized by the patent act. 26 Reverse payment settlements are in this class of situations.
A rule attaching too much significance to the duration of the settlement agreement and whether it terminates prior to patent expiration is inadvisable in any event. The parties can always negotiate a higher payment over a shorter Only if a patent settlement is a device for circumventing antitrust law is it vulnerable to an antitrust suit. Suppose a seller obtains a patent that it knows is almost certainly invalid (that is, almost certain not to survive a judicial challenge), sues its competitors, and settles the suit by licensing them to use its patent in exchange for their agreeing not to sell the patented product for less than the price specified in the license. In such a case, the patent, the suit, and the settlement would be devicesmasks-for fixing prices, in violation of antitrust law.
period of time and would do so if they could thereby avoid antitrust liability. By contrast, a settlement that calls for the generic to stay out of the market beyond the expiration of the patent should be regarded as a per se unlawful market division. 27 Under the Second Circuit's rule reverse payment settlements are lawful unless the underlying patent litigation is a "sham" 28 or the settlement agreement goes "beyond the scope of the claims" contained in the patent. 29 In one sense, of course, the settlement does not go beyond the scope of the patent, which claims a right to exclude from the product and uses that it covers. In another sense, however, nothing in the Patent Act justifies the exclusion payment, and in this case the exclusion is a consequence of the payment, not of the patent itself. Indeed, as the payment becomes higher the presumed quality of the patent is less, increasing the inference that the exclusion is caused by the payment rather than the patent itself. Further, a reverse payment is a market division agreement which is per se unlawful under antitrust law. In this case the payment is not "ancillary" to anything, because the settling generic is not producing anything. As noted previously, the Supreme Court has not hesitated to condemn anticompetitive settlements under the antitrust laws when those agreements involved naked restraints on trade that the Patent Act did not authorize.
There may be some nonantitrust approaches to this problem.
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One possible solution is to remove the presumption of patent validity upon the showing of a high exit payment. The Patent Act states that patents are presumed to be valid, which means that the burden of proving invalidity rests on the challenger. 31 But the statutory language says nothing about what it takes to defeat the presumption. In this case, a high exit payment is evidence that the patentee doubts that the patent will survive a validity test in court. Even with the presumption removed, however, a court must still determine whether the patent was valid and infringed, and thus far they have been largely unwilling to do so.
Indeed, one of the driving forces in the debate over the antitrust standard to be applied is the reluctance of courts to second-guess settlements by questioning the validity of the underlying patent or its infringement. 32 rule of virtual per se illegality adopted by the Sixth Circuit 33 and the rule of virtual per se legality adopted by the Second Circuit 34 are attempt to resolve the antitrust issue without inquiring into the merits of the infringement suit. A full rule of reason query almost certainly means an inquiry into patent validity and infringement. If the patent is valid and infringed by the generic, then even a very large payment from the pioneer to the generic for the full remaining life of the patent represents a wealth transfer between these parties but causes social economic harm only to the extent that the payment increases the pioneer's costs and thus may increase its drug price as well. Of course, a patentee who knew this in advance would be reluctant to make any more than a nuisance value payment. At the other extreme, a patent that is invalid or not infringed should invite immediate generic entry, and the delay imposed by the reverse payment settlement represents both competitive harm and social cost identical to that which flows from any naked market division agreement. The rules of per se and presumptive illegality rest on the premise that a very high payment itself is a strong indicator that the pioneer believes its patent is weak or proof of infringement unlikely. A property owner ordinarily does not ordinarily need to pay large sums to trespassers to keep them away. At the same time, there is no avoiding the fact that the mere availability of large reverse payment settlements substantially undermines the incentives that the generic has to litigate patent validity and infringement to their conclusion..
One possible avenue is to regard a high exit payment as a signal of invalidity, which can then be used to trigger patent reexamination, a process in which the PTO reconsiders a patent based on prior art that has been newly brought to the PTO's attention. 35 The PTO's reexamination is based on the best evidence available at the time of the examination, and the presumption of validity does not apply to the reexamination procedure. 36 In a patent infringement suit producing an exit payment the prospective generic entrant will already have filed its declaration and evidence to the effect that the patent is either invalid or will not be infringed by the generic. 37 The PTO can rely on this evidence and then make its own decision about the patent's validity. 38 The PTO's power in a reexamination proceeding is limited, however. For example, while it has the power to declare that a patent is invalid or to narrow its claims, it cannot decide questions of infringement. Further, its power to revisit validity is largely limited to issues of novelty and nonobviousness, which require a reexamination of prior art. Finally, while reexamination typically involves a much closer look than the original patent granting process, it is undertaken by the same agency and under the same rules. As a result, any biases in the PTO in favor of granting patents or of reading prior art too narrowly, will remain. Nevertheless, reexamination is hardly a paper tiger. Statistics gathered in 2010 indicate that roughly 25% of patents subjected to ex parte examinations are completely confirmed; 10% are completely cancelled; and about 2/3 see their claims changed. By contrast, in inter partes reexamination, a more adversarial processes, 60% of the patents were cancelled and 35% saw their claims changed. 39 An even higher percentage of patents are cancelled in inter partes reexamination than are declared invalid in litigation.
Two things must happen to make the automatic reexamination route work, or at least testable as a mechanism for resolving this problem.
First, identification of a large reverse payment settlement could trigger a request by an appropriate federal agency (FTC or FDA) for inter partes reexamination. This would not require new legislation. In that proceeding the agency, not the settling generic whose interests are compromised, would be the party opposing the patent. The statute permits "any third party requester" to request an inter partes reexamination. 40 Second, however, in order to be a more complete solution the scope of reexamination must be broadened. The current statute permits reexamination only "on the basis of any prior art," which largely restricts reexamination to questions of novelty and nonobviousness. "Off the record" defects such as the on sale bar cannot ordinarily be attacked in reexamination. Presumably the great majority of invalid secondary drug patents fail for lack of novelty or obviousness, the two inquiries that reside in prior art, but not all do. Once a patent survives reexamination it is still subject to challenge in litigation but is presumably much stronger than when initially issued, and inter partes reexamination is itself an adversarial proceeding.
Not all settlement agreements have been validated. For example, on remand from the Valley Drug decision the district court granted the plaintiff's motion for summary judgment, and once again found the defendants' exit payment settlement per se unlawful. 41 The court applied a three-part test "to Notwithstanding the body of law that mandates dismissal, the court is sensitive to Apotex's argument that Merck is manipulating the court's jurisdiction. Indeed, the court must guard its jurisdiction jealously. Apotex highlights an interesting yet troublesome practice that has emerged from the interplay of the Hatch-Waxman regulatory scheme, covenants not to sue, subject-matter jurisdiction, and the typical time cycle of a patent litigation. This lawsuit exposes the ability of pioneer drug companies to potentially hold generics at bay by suing them, as they are authorized to do when a paragraph IV certification is made in an ANDA, and then granting a covenant not to sue, which divests the court of subject-matter jurisdiction. In this way, district courts can be viewed as unwitting agents in a pioneer drug company's ability to defer competition for as long as possible. As unfortunate as it may be for Apotex, this is the framework that the Hatch-Waxman Act created. The legislative history suggests that, in fact, Congress contemplated the use of covenants not to sue as a means of resolving any controversy created by the filing of an ANDA:
The provision [a "civil action to obtain patent certainty"]…is intended to clarify that Federal district courts are to entertain such suits for declaratory judgments so long as there is a "case or controversy" under Article III of the Constitution. We fully expect that, in almost all situations where a generic applicant has challenged a patent [by filing an ANDA with a paragraph IV certification] and not been sued for patent infringement, a claim by the generic applicant seeking declaratory judgment on the patent will give rise to a justiciable "case or controversy" under the Constitution. We believe that the only circumstance in which a case or controversy might not exist would arise in the rare circumstance in which the patent owner and brand drug company have given the generic applicant a covenant not to sue, or otherwise formally acknowledge that the generic applicant's drug ensure (1) that the parties did have a bona fide dispute, (2) that the settlement is a reasonable accommodation, and (3) that the settlement is not more anticompetitive than a likely outcome of the litigation." 42 The court then found that there was a substantial question as to the patent's validity. 43 In particular, there was evidence that enforcement of the patent was precluded by the "on-sale bar." 44 The court ultimately concluded after a lengthy analysis of the on-sale bar issue that the patent would very likely have been found invalid. 45 Further, the settlement in this case was not one that terminated the litigation; rather, it simply resolved a preliminary injunction issue but kept the underlying litigation as to validity alive-howbeit, giving the parties a strong incentive not to pursue it to its conclusion 46 :
Here, the Agreement did not revolve or even simplify Abbott's patent infringement action against Geneva…; to the contrary, the Agreement tended to prolong that dispute to Abbott's advantage, delaying generic entry for a longer period of time than the patent or any reasonable interpretation of the patent's protections would have provided.
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In addition, the remaining provisions of the Agreement, rather than being catalysts for competition and resolution of litigation, are comprehensive restraints on Geneva's market entry plans does not infringe. . 43 See id. at 1298 ("…any construction of the patent's exclusionary scope" "…that fails to take into account the chances of the patent being held invalid would essentially afford pioneer drug manufacturers an unbridled power to exclude others without regard to the strength of their patent rights"). 44 35 U.S.C. §102b, which can operate so as to preclude patent protection if the invention in the completed form as patented was sold more than one year prior to the filing of the patent application. 45 Terazosin Hydrochloride, 352 F. Supp. 2d at 1304-1305. 46 Id. at 1309 ("where an agreement involves an interim rather than a final settlement, it is far more difficult for the litigants to claim that the agreement was ancillary to an efficient disposition of the litigation"), that by their very terms far exceed the legal scope of the patent's provisions. 48 The court then found that these factors were sufficient to warrant application of the per se rule. The court found that the agreement, in which the generic firm accepted large payments ($4.5 million monthly) for its promise not to compete with the pioneer firm's product, was a naked restraint. "Further, because of the regulatory framework under Hatch-Waxman, the Agreement had the additional effect of delaying the entry of other generic competitors." 49 As noted above, the Eleventh Circuit vacated the FTC's Schering-Plough decision, which had condemned a reverse payment settlement under the FTC Act.
50 The complex facts can be simplified to these basic ones. 51 Schering produced a potassium supplement called "K-Dur 20," whose principal ingredient was potassium chloride, an unpatentable common substance. The patent at issue covered a material coating that covered the potassium chloride and gave it time-release properties.
52 Two rivals, Upsher and ESI, both sold formulations of time-release potassium chloride, which they claimed used a different process not covered by the Schering patent. Schering disagreed and sued the two firms for patent infringement. These suits were settled under an agreement requiring Schering to pay Upsher $60 million and ESI $15 million for agreements that the 48 Id. 49 Id. at 1314. The court also noted that the challenged agreement barred Geneva, the generic, "from marketing any terazosin hydrochloride product, including those that were not at issue in the patent case. However, although direct plaintiffs contend that the amount of the exclusion payment in this case-$398 million-corresponds to a perceived chance of losing of about 50 percent, in absolute numbers Bayer's perceived chance of losing would appear to be much lower. How direct plaintiffs calculated this number is difficult to fathom, especially since they cite Professor Hovenkamp's explanation of expected gains and losses in analyzing the anti-competitive effects of exclusion payments, who states: "[I]f the patentee has a 25% chance of losing, it is willing to pay up to 25% of the value of its monopoly to exclude its competitors without a trial. 52 Schering-Plough, 402 F.3d at 1058.
latter two firms would stay out of the K-Dur 20 market. However, Schering also obtained a license to market a different drug, Niacor, which was under development at Upsher. That right was subsequently determined to have little value.
In speaking of the proper mode of antitrust analysis for these agreements the Eleventh Circuit stated:
We think that neither the rule of reason nor the per se analysis is appropriate in this context. We are bound by our decision in Valley Drug 53 where we held both approaches to be ill-suited for an antitrust analysis of patent cases because they seek to determine whether the challenged conduct had an anticompetitive effect on the market. By their nature, patents create an environment of exclusion, and consequently, cripple competition. The anticompetitive effect is already present. What is required here is an analysis of the extent to which antitrust liability might undermine the encouragement of innovation and disclosure, or the extent to which the patent laws prevent antitrust liability for such exclusionary effects. Id. Therefore, in line with Valley Drug, we think the proper analysis of antitrust liability requires an examination of: (1) the scope of the exclusionary potential of the patent; (2) the extent to which the agreements exceed that scope; and (3) the resulting anticompetitive effects.
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As the court elaborated:
Although we acknowledged in Valley Drug that an agreement to allocate markets is clearly anticompetitive, resulting in reduced competition, increased prices, and a diminished output, we nonetheless reversed for a rather simple reason: one of the parties owned a patent. We We note that the case at bar is wholly different from Valley Drug. The critical difference is that the agreements at issue in Valley Drug did not involve final settlements of patent litigation, and, moreover, the Valley Drug agreements did not permit the generic company to market its product before patent expiration. On remand, the district court emphasized that the "[a]greement did not resolve or even simplify Abbott's patent infringement action…to the contrary, the Agreement tended to prolong that dispute to Abbott's advantage, delaying generic entry for a longer period of time than the patent or any reasonable interpretation of the patent's protections would have provided. Given these material distinctions, the same analysis cannot apply."
54 Schering-Plough, 402 F.3d at 1065-1066 n.14.
recognized the effect of agreements that employ extortiontype tactics to keep competitors from entering the market. In the context of patent litigation, however, the anticompetitive effect may be no more broad than the patent's own exclusionary power. To expose those agreements to antitrust liability would obviously chill such settlements.
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The court then began its analysis of the settlement agreement at issue with the observation that every patent is presumed valid.
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The Patent Act also permits patents to be both assigned 57 and licensed. 58 The court then observed:
Although the FTC alleges that Schering's settlement agreements are veiled attempts to disguise a quid pro quo arrangement aimed at preserving Schering's monopoly in the potassium chloride supplement market, there has been no allegation that the '743 patent itself is invalid or that the resulting infringement suits against Upsher and ESI were "shams." Additionally, without any evidence to the contrary, there is a presumption that the '743 patent is a valid one, which gives Schering the ability to exclude those who infringe on its product. Therefore, the proper analysis now turns to whether there is substantial evidence to support the Commission's conclusion that the challenged agreements restrict competition beyond the exclusionary effects of the '743 patent.
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Although it is true that a patent is presumed to be valid, the issue in the underlying infringement controversy was not whether the patent for K-Dur 20 was valid, but whether the competing products produced by Upsher and ESI infringed that patent. As a general matter there is no presumption that a rival technology infringes a valid patent. Rather, the patentee has the burden of establishing infringement.
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By the same token, in and of themselves exit payment settlements are typically not licenses. A common traditional method of settling patent litigation is for the alleged infringer to purchase a license from the patentee, and of course such a settlement includes the license. In a reverse payment case, by contrast, the patentee is simply paying the alleged infringer to stay out of the market, and not to pursue the question of infringement further through litigation. As a result, the settlement does not include a license at all, but merely a naked payment to another to stay out of the payor's market. was in fact a subterfuge, citing evidence in the record that this license was in fact believed to be valuable at the time. In so doing the court accepted the interpretation of the evidence given by the administrative law judge rather than the contrary interpretation subsequently given by the Commission, which reversed the ALJ's decision. 61 To be sure, exposing settlement agreements to antitrust scrutiny chills them, but that does not mean that every settlement is immune from such scrutiny. In this case, a rule permitting scrutiny of reverse payments would do no more than limit agreements calling for such payments. But such payments are of little or no social utility unless they are intended to offset the nuisance costs of a lawsuit.
Further, what the court did not notice is that all property rights are presumed valid in the sense that their ownership is not typically questioned in an antitrust case. Property rights can usually be assigned and licensed; however, this does not prevent antitrust tribunals from assessing market divisions or other cartel agreements that cover those rights. Patent rights are property rights and are treated as such except when the Patent Act or special circumstances making patent rights distinctive so warrant. For example, for the owner of a building to license a rival to share a portion of it would almost certainly not be an antitrust violation; however, for the owner to pay a competitor not to build a competing facility would very likely be unlawful per se. In sum, IP rights, like all property rights, come with the rights that they have, but these do not include rights to violate the antitrust laws unless a more particularized warrant can be found in the IP statutes or sound policy analysis.
The court's emphasis on the presumption of validity seems to ignore the real anticompetitive threat of many such disputes, including this one, where the question is not whether the patent is valid, but rather whether the infringement defendant's product infringes the patent. While there is a presumption of validity, infringement must be proven, and reverse settlement payments can provide a ready vehicle for permitting a patentee and the maker of a (noninfringing) competing product to cartelize the market. In the case of no infringement the agreement more closely resembles the naked market division agreement among owners of competing buildings, rather than the division of a jointly owned one.
In Tamoxifen a pioneer drug manufacturer sued Barr for patent infringement. 62 After the district court held the patent invalid the parties settled with a scheme under which Barr received a large payment and also a license to produce an authorized generic, provided that the lower court vacated judgment of invalidity, which it did. Subsequent challengers were not able to establish 61 Assuming that the record contained evidence that a "reasonable mind might accept as adequate to support [the Commission's] conclusion," the court was obliged to accept the interpretation of the Commission rather than the administrative law judge. See invalidity. The Second Circuit rejected an antitrust challenge, noting its longstanding encouragement of settlements, and refused to upset the traditional presumption of patent validity. 63 The Second Circuit majority concluded that the underlying infringement lawsuit was not a sham, and this was sufficient for it to refuse to disapprove the settlement. Indeed, the majority believed that a rule of per se legality was essential "even if it leads in some cases to the survival of monopolies created by what would otherwise be fatally weak patents." 64 A dissenter complained:
Holding that a Hatch-Waxman settlement agreement cannot violate antitrust laws unless the underlying litigation was a sham also ill serves the public interest in having the validity of patents litigated. 65 This interest exists because "[i]t is as important to the public that competition should not be repressed by worthless patents, as that the patentee of a really valuable invention should be protected in his monopoly." Litigating the validity of drug company patents is critically important to the general well being in light of the recent trend toward capping the maximum amounts insurers and public benefit plans will spend on medications.
A Hatch-Waxman settlement, by definition, protects the parties' interests as they see them. Whether it also promotes the public's interest depends on the facts. If the validity of the patent is clear, and the generic company receives a license to market the patent holder's product, competition is increased. However, if, as in this case, the patent has already been shown to be vulnerable to attack and the generic manufacturer is paid to keep its generic product off the market, it is hard to see how the public benefits.
The Hatch-Waxman Act provides an incentive for the second kind of agreement that other patent laws do not provide. Patent litigation other than Hatch-Waxman patent litigation generally proceeds along familiar lines. A patent holder sues an alleged infringer, and the infringer either chooses to go to trial to vindicate its view that the patent is invalid or pays the patent holder money as compensation for damages the patent holder has suffered or as the price of a license. In this context, one can perhaps assume that the parties' relative views on the strength of a patent will result in a pro-competitive or neutral result. If the patent holder believes its patent is strong, it will proceed to trial, knowing 63 Tamoxifen, 466 F.3d at 202. 64 Id. at 212. 65 Citing United States v. Glaxo Group Ltd., 410 U.S. 52, 57 (1973) .
that it can collect damages at the end. The generic manufacturer, if it believes the patent holder's patent is weak, may be willing to risk damages and market its product during the litigation, thereby promoting competition. And if the claims are in relative equipoise, a licensing arrangement may well result.
In contrast, a generic competitor subject to Hatch-Waxman cannot enter the market for the first thirty months after litigation is commenced against it. See 21 U.S.C. §355(j)(5)(B)(iii). In addition, whether its attack against the patent is strong or weak, the benefit it will obtain by successfully litigating to the finish is not great. At best, it will obtain 180 days in which it will be the exclusive generic on the market. See 21 U.S.C. §355(j)(5)(B)(iv). On the other hand, the benefits to the public from the completion of litigation can be enormous if the generic challenger prevails as it did, at least initially, here. Once the 180-day exclusivity period is over, any generic that wishes to market a generic product and that can establish its product is bioequivalent to the patented product can enter the market, thus providing increased competition.
Moreover, the thirty-month stay provides an incentive to the patent holder to pay its generic competitor more than the generic company could have realized from winning the lawsuit. This is so because once the settlement is reached and the litigation dismissed, another generic manufacturer will have to wait at least thirty months after litigation is commenced against it to begin production. Thus, the patent holder will be protected against all generic competition for thirty months after the first lawsuit is terminated. This problem is aggravated when the agreement between the putative competitors provides that the generic company can deploy its exclusivity period after sitting on it until another ANDA applicant attempts to enter the market. These anti-competitive effects-and others not present in this case-have caused antitrust scholars to propose various analytical frameworks for determining whether an antitrust violation has occurred when a patent holder makes a reverse payment to settle patent litigation. The analytical frameworks proposed vary both as to burden of proof and as to the evidence necessary to find a reverse payment illegal. 66 In the Federal Circuit's decision in Ciprofloxacin (Cipro) , Barr filed an ANDA for a generic version of Cipro before the pioneer's patent on the drug and its method of administration had expired, claiming that the pioneer's patent was invalid for obviousness. 67 The parties then settled a patent infringement suit, providing that Barr would not market Cipro under its ANDA until after the patent in question had expired. In exchange Barr received a payment of $49.1 million initially, plus subsequent payments totaling $398.1 million. Thereupon followed litigation against other alleged infringers suggesting that the patent was valid, or at least colorably valid. The Federal Circuit concluded that an antitrust market division claim should be tried under the full rule of reason. It rejected the Solicitor General's view that "an appropriate antitrust analysis 'should take into account the relative likelihood of success of the parties' claims, viewed ex ante.'" 68 The Solicitor General accepted in principle the view that the larger the payment, the more suspicious the patent, thus warranting at least some investigation into the patent's validity or the question of infringement. 69 The Federal Circuit rejected such an approach:
We disagree that analysis of patent validity is appropriate in the absence of fraud or sham litigation. Pursuant to statute, a patent is presumed to be valid, 35 U.S.C. §282, and patent law bestows the patent holder with "the right to exclude others from profiting by the patented invention." Dawson Chem. Co. v. Rohm & Haas Co., 448 U.S. 176, 215 (1980). A settlement is not unlawful if it serves to protect that to which the patent holder is legally entitled-a monopoly over the manufacture and distribution of the patented invention. …Thus, the district court correctly concluded that there is no legal basis for restricting the right of a patentee to choose its preferred means of enforcement and no support for the notion that the Hatch-Waxman Act was intended to thwart settlements….As Judge Posner remarked, if "there is nothing suspicious about the circumstances of a patent settlement, then to prevent a cloud from being cast over the settlement process a third party should not be permitted to haul the parties to the settlement over the hot coals of antitrust litigation." 70 The court then held that the exclusion license survived rule of reason scrutiny.
